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(i) A hospital, nursing facility, com-
prehensive outpatient rehabilitation 
facility, home health agency, hospice 
program, renal dialysis facility, ambu-
latory surgical center, pharmacy, phy-
sician or health care practitioner’s of-
fice (includes a group practice), long 
term care facility, behavior health res-
idential treatment facility, clinical 
laboratory, or health center; or 

(ii) A physician, physician assistant, 
registered nurse, nurse practitioner, 
clinical nurse specialist, certified reg-
istered nurse anesthetist, certified 
nurse midwife, psychologist, certified 
social worker, registered dietitian or 
nutrition professional, physical or oc-
cupational therapist, pharmacist, or 
other individual health care practi-
tioner; 

(2) Agencies, organizations, and indi-
viduals within Federal, State, local, or 
Tribal governments that deliver health 
care, organizations engaged as contrac-
tors by the Federal, State, local, or 
Tribal governments to deliver health 
care, and individual health care practi-
tioners employed or engaged as con-
tractors by the Federal State, local, or 
Tribal governments to deliver health 
care; or 

(3) A parent organization of one or 
more entities described in paragraph 
(1)(i) of this definition or a Federal, 
State, local, or Tribal government unit 
that manages or controls one or more 
entities described in paragraphs (1)(i) 
or (2) of this definition. 

Research has the same meaning as 
the term is defined in the HIPAA Pri-
vacy Rule at 45 CFR 164.501. 

Respondent means a provider, PSO, or 
responsible person who is the subject of 
a complaint or a compliance review. 

Responsible person means a person, 
other than a provider or a PSO, who 
has possession or custody of identifi-
able patient safety work product and is 
subject to the confidentiality provi-
sions. 

Workforce means employees, volun-
teers, trainees, contractors, or other 
persons whose conduct, in the perform-
ance of work for a provider, PSO or re-
sponsible person, is under the direct 
control of such provider, PSO or re-
sponsible person, whether or not they 
are paid by the provider, PSO or re-
sponsible person. 

Subpart B—PSO Requirements and 
Agency Procedures 

§ 3.102 Process and requirements for 
initial and continued listing of 
PSOs. 

(a) Eligibility and process for initial and 
continued listing—(1) Submission of cer-
tification. Any entity, except as speci-
fied in paragraph (a)(2) of this section, 
may request from the Secretary an ini-
tial or continued listing as a PSO by 
submitting a completed certification 
form that meets the requirements of 
this section, in accordance with § 3.112. 
An individual with authority to make 
commitments on behalf of the entity 
seeking listing will be required to sub-
mit contact information for the entity 
and: 

(i) Attest that the entity is not sub-
ject to any exclusion in paragraph 
(a)(2) of this section; 

(ii) Provide certifications that the 
entity meets each requirement for 
PSOs in paragraph (b) of this section; 

(iii) If the entity is a component of 
another organization, provide the addi-
tional certifications that the entity 
meets the requirements of paragraph 
(c)(1)(i) of this section; 

(iv) If the entity is a component of an 
excluded entity described in paragraph 
(a)(2)(ii), provide the additional certifi-
cations and information required by 
paragraph (c)(1)(ii) of this section; 

(v) Attest that the entity has dis-
closed if the Secretary has ever 
delisted this entity (under its current 
name or any other) or refused to list 
the entity or whether any of its offi-
cials or senior managers held com-
parable positions of responsibility in 
an entity that was denied listing or 
delisted and, if any of these cir-
cumstances apply, submit with its cer-
tifications and related disclosures, the 
name of the entity or entities that the 
Secretary declined to list or delisted; 

(vi) Attest that the PSO will prompt-
ly notify the Secretary during its pe-
riod of listing if it can no longer com-
ply with any of its attestations and the 
applicable requirements in §§ 3.102(b) 
and 3.102(c) or if there have been any 
changes in the accuracy of the infor-
mation submitted for listing, along 
with the pertinent changes; and 
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(vii) Provide other information that 
the Secretary determines to be nec-
essary to make the requested listing 
determination. 

(2) Exclusion of certain entities. The 
following types of entities may not 
seek listing as a PSO: 

(i) A health insurance issuer; a unit 
or division of a health insurance issuer; 
or an entity that is owned, managed, or 
controlled by a health insurance issuer; 

(ii)(A) An entity that accredits or li-
censes health care providers; 

(B) An entity that oversees or en-
forces statutory or regulatory require-
ments governing the delivery of health 
care services; 

(C) An agent of an entity that over-
sees or enforces statutory or regu-
latory requirements governing the de-
livery of health care services; or 

(D) An entity that operates a Fed-
eral, state, local or Tribal patient safe-
ty reporting system to which health 
care providers (other than members of 
the entity’s workforce or health care 
providers holding privileges with the 
entity) are required to report informa-
tion by law or regulation. 

(iii) A component of an entity listed 
in paragraph (a)(2)(ii) may seek listing 
as a component PSO subject to the re-
quirements and restrictions of para-
graph (c)(1)(ii) of this section. 

(3) Submission of certification for con-
tinued listing. To facilitate a timely 
Secretarial determination regarding 
acceptance of its certification for con-
tinued listing, a PSO must submit the 
required certification no later than 75 
days before the expiration of a PSO’s 
three-year period of listing. 

(b) Fifteen general PSO certification re-
quirements. The certifications sub-
mitted to the Secretary in accordance 
with paragraph (a)(1)(ii) of this section 
must conform to the following 15 re-
quirements: 

(1) Required certification regarding 
eight patient safety activities—(i) Initial 
listing. An entity seeking initial listing 
as a PSO must certify that it has writ-
ten policies and procedures in place to 
perform each of the eight patient safe-
ty activities, defined in § 3.20. With re-
spect to paragraphs (5) and (6) in the 
definition of patient safety activities 
regarding confidentiality and security, 

the policies and procedures must in-
clude and provide for: 

(A) Compliance with the confiden-
tiality provisions of subpart C of this 
part and with appropriate security 
measures as required by § 3.106 of this 
subpart. 

(B) Notification of each provider that 
submitted patient safety work product 
or data as described in § 3.108(b)(2) to 
the entity if the submitted work prod-
uct or data was subject to an unauthor-
ized disclosure or its security was 
breached. 

(ii) Continued Listing. A PSO seeking 
continued listing must certify that it 
is performing, and will continue to per-
form, each of the patient safety activi-
ties defined in § 3.20, and is and will 
continue to comply with the require-
ments of paragraphs (b)(1)(i)(A) and (B) 
of this section. 

(2) Required certification regarding 
seven PSO criteria—(i) Initial Listing. In 
its initial certification submission, an 
entity must also certify that, if listed 
as a PSO, it will comply with the seven 
requirements in paragraphs (b)(2)(i)(A) 
through (G) of this section. 

(A) The mission and primary activity 
of the PSO must be to conduct activi-
ties that are to improve patient safety 
and the quality of health care delivery. 

(B) The PSO must have appropriately 
qualified workforce members, includ-
ing licensed or certified medical profes-
sionals. 

(C) The PSO, within the 24-month pe-
riod that begins on the date of its ini-
tial listing as a PSO, and within each 
sequential 24-month period thereafter, 
must have 2 bona fide contracts, each 
of a reasonable period of time, each 
with a different provider for the pur-
pose of receiving and reviewing patient 
safety work product. 

(D) The PSO is not a health insur-
ance issuer, and is not a component of 
a health insurance issuer. 

(E) The PSO must make disclosures 
to the Secretary as required under 
§ 3.102(d), in accordance with § 3.112 of 
this subpart. 

(F) To the extent practical and ap-
propriate, the PSO must collect pa-
tient safety work product from pro-
viders in a standardized manner that 
permits valid comparisons of similar 
cases among similar providers. 
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(G) The PSO must utilize patient 
safety work product for the purpose of 
providing direct feedback and assist-
ance to providers to effectively mini-
mize patient risk. 

(ii) Continued Listing. A PSO seeking 
continued listing must certify that it 
is complying with, and will continue to 
comply with, the requirements of para-
graphs (b)(2)(i)(A) through (G) of this 
section. 

(iii) Compliance with the criterion for 
collecting patient safety work product in 
a standardized manner to the extent prac-
tical and appropriate. With respect to 
paragraph (b)(2)(i)(F) of this section, 
the Secretary will assess compliance 
by a PSO in the following manner. 

(A) A PSO seeking continued listing 
must: 

(1) Certify that the PSO is using the 
Secretary’s published guidance for 
common formats and definitions in its 
collection of patient safety work prod-
uct (option (I)); 

(2) Certify that the PSO is using an 
alternative system of formats and defi-
nitions that permits valid comparisons 
of similar cases among similar pro-
viders (option (II)); or 

(3) Provide a clear explanation for 
why it is not practical or appropriate 
for the PSO to comply with options (I) 
or (II) at this time. 

(B) The Secretary will consider a 
PSO to be in compliance if the entity 
complies with option (I), satisfactorily 
demonstrates that option (II) permits 
valid comparisons of similar cases 
among similar providers, or satisfac-
torily demonstrates that it is not prac-
tical or appropriate for the PSO to 
comply with options (I) or (II) at this 
time. 

(c) Additional certifications required of 
component organizations—(1) Require-
ments when seeking listing—(i) Require-
ments that all component organizations 
must meet. In addition to meeting the 15 
general PSO certification requirements 
of paragraph (b) of this section, an en-
tity seeking initial listing that is a 
component of another organization 
must certify that it will comply with 
the requirements of paragraph (c)(2) of 
this section. A component PSO seeking 
continued listing must certify that it 
is complying with, and will continue to 
comply with, the requirements of this 

same paragraph (c)(2). At initial and 
continued listing, a component entity 
must attach to its certifications for 
listing contact information for its par-
ent organization(s). 

(ii) Additional requirements and limita-
tions applicable to components of entities 
that are excluded from listing. In addi-
tion to the requirements under para-
graph (c)(1)(i) of this section, a compo-
nent of an organization excluded from 
listing under paragraph (a)(2)(ii) of this 
section must submit the additional cer-
tifications and specified information 
for initial and continued listing and 
comply with paragraph (c)(4) of this 
section. 

(2) Required component certifications— 
(i) Separation of patient safety work 
product. A component PSO must main-
tain patient safety work product sepa-
rately from the rest of the parent orga-
nization(s) of which it is a part, and es-
tablish appropriate security measures 
to maintain the confidentiality of pa-
tient safety work product. The infor-
mation system in which the component 
PSO maintains patient safety work 
product must not permit unauthorized 
access by one or more individuals in, or 
by units of, the rest of the parent orga-
nization(s) of which it is a part. 

(ii) Nondisclosure of patient safety 
work product. A component PSO must 
require that members of its workforce 
and any other contractor staff not 
make unauthorized disclosures of pa-
tient safety work product to the rest of 
the parent organization(s) of which it 
is a part. 

(iii) No conflict of interest. The pursuit 
of the mission of a component PSO 
must not create a conflict of interest 
with the rest of the parent organiza-
tion(s) of which it is a part. 

(3) Written agreements for assisting a 
component PSO in the conduct of patient 
safety activities. Notwithstanding the 
requirements of paragraph (c)(2) of this 
section, a component PSO may provide 
access to identifiable patient safety 
work product to one or more individ-
uals in, or to one or more units of, the 
rest of the parent organization(s) of 
which it is a part, if the component 
PSO enters into a written agreement 
with such individuals or units which 
requires that: 
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(i) The component PSO will only pro-
vide access to identifiable patient safe-
ty work product to enable such individ-
uals or units to assist the component 
PSO in its conduct of patient safety ac-
tivities, and 

(ii) Such individuals or units that re-
ceive access to identifiable patient 
safety work product pursuant to such 
written agreement will only use or dis-
close such information as specified by 
the component PSO to assist the com-
ponent PSO in its conduct of patient 
safety activities, will take appropriate 
security measures to prevent unau-
thorized disclosures and will comply 
with the other certifications the com-
ponent has made pursuant to para-
graph (c)(2) of this section regarding 
unauthorized disclosures and con-
ducting the mission of the PSO with-
out creating conflicts of interest. 

(4) Required attestations, information 
and operational limitations for compo-
nents of entities excluded from listing. A 
component organization of an entity 
that is subject to the restrictions of 
paragraph (a)(2)(ii) of this section 
must: 

(i) Submit the following information 
with its certifications for listing: 

(A) A statement describing its parent 
organization’s role, and the scope of 
the parent organization’s authority, 
with respect to any of the following 
that apply: Accreditation or licensure 
of health care providers, oversight or 
enforcement of statutory or regulatory 
requirements governing the delivery of 
health care services, serving as an 
agent of such a regulatory oversight or 
enforcement authority, or admin-
istering a public mandatory patient 
safety reporting system; 

(B) An attestation that the parent 
organization has no policies or proce-
dures that would require or induce pro-
viders to report patient safety work 
product to their component organiza-
tion once listed as a PSO and that the 
component PSO will notify the Sec-
retary within 5 calendar days of the 
date on which the component organiza-
tion has knowledge of the adoption by 
the parent organization of such policies 
or procedures, and an acknowledgment 
that the adoption of such policies or 
procedures by the parent organization 
during the component PSO’s period of 

listing will result in the Secretary ini-
tiating an expedited revocation process 
in accordance with § 3.108(e); and 

(C) An attestation that the compo-
nent organization will prominently 
post notification on its Web site and 
publish in any promotional materials 
for dissemination to providers, a sum-
mary of the information that is re-
quired by paragraph (c)(4)(i)(A) of this 
section. 

(ii) Comply with the following re-
quirements during its period of listing: 

(A) The component organization may 
not share staff with its parent organi-
zation(s). 

(B) The component organization may 
enter into a written agreement pursu-
ant to paragraph (c)(3) but such agree-
ments are limited to units or individ-
uals of the parent organization(s) 
whose responsibilities do not involve 
the activities specified in the restric-
tions in paragraph (a)(2)(ii) of this sec-
tion. 

(d) Required notifications. Upon list-
ing, PSOs must meet the following no-
tification requirements: 

(1) Notification regarding PSO compli-
ance with the minimum contract require-
ment. No later than 45 calendar days 
prior to the last day of the pertinent 
24-month assessment period, specified 
in paragraph (b)(2)(iii)(C) of this sec-
tion, the Secretary must receive from a 
PSO a certification that states whether 
it has met the requirement of that 
paragraph regarding two bona fide con-
tracts, submitted in accordance with 
§ 3.112 of this subpart. 

(2) Notification regarding a PSO’s rela-
tionships with its contracting providers— 
(i) Requirement. A PSO must file a dis-
closure statement regarding a provider 
with which it has a contract that pro-
vides the confidentiality and privilege 
protections of the Patient Safety Act 
(hereinafter referred to as a Patient 
Safety Act contract) if the PSO has 
any other relationships with this pro-
vider that are described in paragraphs 
(d)(2)(i)(A) through (D) of this section. 
The PSO must disclose all such rela-
tionships. A disclosure statement is 
not required if all of its other relation-
ships with the provider are limited to 
Patient Safety Act contracts. 

(A) The provider and PSO have cur-
rent contractual relationships, other 
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than those arising from any Patient 
Safety Act contracts, including formal 
contracts or agreements that impose 
obligations on the PSO. 

(B) The provider and PSO have cur-
rent financial relationships other than 
those arising from any Patient Safety 
Act contracts. A financial relationship 
may include any direct or indirect 
ownership or investment relationship 
between the PSO and the contracting 
provider, shared or common financial 
interests or direct or indirect com-
pensation arrangements whether in 
cash or in-kind. 

(C) The PSO and provider have cur-
rent reporting relationships other than 
those arising from any Patient Safety 
Act contracts, by which the provider 
has access to information regarding 
the work and operation of the PSO 
that is not available to other con-
tracting providers. 

(D) Taking into account all relation-
ships that the PSO has with the pro-
vider, the PSO is not independently 
managed or controlled, or the PSO does 
not operate independently from, the 
contracting provider. 

(ii) Content. A PSO must submit to 
the Secretary the required attestation 
form for disclosures with the informa-
tion specified below in accordance with 
§ 3.112 and this section. The substantive 
information that must be included 
with each submission has two required 
parts: 

(A) The Required Disclosures. The first 
part of the substantive information 
must provide a succinct list of obliga-
tions between the PSO and the con-
tracting provider apart from their Pa-
tient Safety Act contract(s) that cre-
ate, or contain, any of the types of re-
lationships that must be disclosed 
based upon the requirements of para-
graphs (d)(2)(i)(A) through (D) of this 
section. Each reportable obligation or 
discrete set of obligations that the PSO 
has with this contracting provider 
should be listed only once; noting the 
specific aspects of the obligation(s) 
that reflect contractual or financial re-
lationships, involve access to informa-
tion that is not available to other pro-
viders, or affect the independence of 
PSO operations, management, or con-
trol. 

(B) An Explanatory Narrative. The sec-
ond required part of the substantive in-
formation must provide a brief explan-
atory narrative succinctly describing: 
The policies and procedures that the 
PSO has in place to ensure adherence 
to objectivity and professionally recog-
nized analytic standards in the assess-
ments it undertakes; and any other 
policies or procedures, or agreements 
with this provider, that the PSO has in 
place to ensure that it can fairly and 
accurately perform patient safety ac-
tivities. 

(iii) Deadlines for submission. The Sec-
retary must receive a disclosure state-
ment within 45 days of the date on 
which a PSO enters a contract with a 
provider if the circumstances described 
in any of the paragraphs (d)(2)(i)(A) 
through (D) of this section are met on 
the date the contract is entered. Dur-
ing the contract period, if these cir-
cumstances subsequently arise, the 
Secretary must receive a disclosure 
statement from the PSO within 45 days 
of the date that any disclosure require-
ment in paragraph (d)(2)(i) of this sec-
tion first applies. 

§ 3.104 Secretarial actions. 

(a) Actions in response to certification 
submissions for initial and continued list-
ing as a PSO. (1) In response to an ini-
tial or continued certification submis-
sion by an entity, pursuant to the re-
quirements of § 3.102 of this subpart, 
the Secretary may— 

(i) Accept the certification submis-
sion and list the entity as a PSO, or 
maintain the listing of a PSO, if the 
Secretary determines that the entity 
meets the applicable requirements of 
the Patient Safety Act and this sub-
part; 

(ii) Deny acceptance of a certifi-
cation submission and, in the case of a 
currently listed PSO, remove the enti-
ty from the list if the entity does not 
meet the applicable requirements of 
the Patient Safety Act and this sub-
part; or 

(iii) Condition the listing of an entity 
or the continued listing of a PSO, fol-
lowing a determination made pursuant 
to paragraph (c) of this section or a de-
termination after review of the perti-
nent history of an entity that has been 
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